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I have attached draft talking points. After getting your take, I would like to discuss with OGC. Do you
want anything to give to OEHHA in advance? If so, they like it 48 hours in advance. I can work on it in
the morning. I would like to also share the draft label guidance with DPR. I have not specified a
location on the label. Currently PMs said that there is no one location. I assume we could ultimately
move it to a State section or the box with disclosure items it we want. I will bring a clean copy incase
the attachment still has the mark ups.
Rachel Holloman, Chief
Fungicide and Herbicide Branch,
Registration Division, OPP, OCSPP, EPA
(703)305-7193
holloman.rachel@epa.gov
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OEHHA, EPA, DPR First Phone Call

Talking Points

Thank you for taking the time out of your day to talk with us…

We appreciate the opportunity to share some of the challenges the Office of Pesticide Programs has had with Prop 65 …

As you know our priority is to protect human health and the environment as is yours….

Health warnings has been on labels for years (drugs, cigarettes, etc) ….

We do not want to put anything that can be construed as false or misleading on the label….

Some statements provided by OEHHA may not be representative of typical exposure …

OPP does not have the resources to substantiate the statements related to every pesticide on the Prop 65 list; 

however, we would like to ensure that you have access to all public data the Agency has associated with these decisions…

We would appreciate you consider thresholds associated with the chemicals on the list if you have not already …

The ability to have some continuity around the statement makes for more informed decision by people in the state …

OGC’s part (need to share with them – see if they want to bring this up)

FIFRA Section 24(b) states that States shall not impose or continue in effect any requirements for labeling or packaging in addition to or different from those required under FIFRA.  

Prop 65 does not require statements to be put on the label; registrants have requested this because it is best way to avoid lawsuits.  Is this in effect a requirement?

[bookmark: _GoBack]

5/15/2018


[bookmark: _GoBack]Guidance on to Registrants on Proposition 65 Proposed Label Changes

I. BACKGROUND 



In 1986, California voters approved the Safe Drinking Water and Toxic Enforcement Act better known as Proposition 65 (Prop 65) that requires the State to publish a list of chemicals known to California to cause cancer, or birth defect or other reproductive harm. The list that can be found on the California Office of Environmental Health Hazard Assessment (OEHHA) website contains naturally occurring and synthetic chemicals including additives or ingredients in pesticides, household products, food, drugs, dyes, or solvents.  There are four ways for a chemical to make this list: 



1.) identified by the World Health Organization’s International Agency for Research on  Canceron Cancer (IARC) as causing cancer in humans or laboratory animals; 



2.) two independent committees of scientists and health professionals has have determined a chemical clearly shows it cause cancer, birth defects or reproductive harm; 



3.) from authoritative bodies such as EPA, FDA, NIOSH, DHHS and IARC; or 



4.) an agency of the state or federal government requires labeling such as FDA warnings about prescription drugs and birth defects.



Businesses are required to provide a "clear and reasonable" warning before knowingly and intentionally exposing anyone to a listed chemical. This warning can be given by a variety of means, such as by labeling a consumer product, posting signs at the workplace, distributing notices at a rental housing complex, or publishing notices in a newspaper.



II. Issue



For years, the Environmental Protection Agency (EPA) and the California Department of Pesticide Regulations (DPR) have  has allowed Prop 65 statements on labels at the request of the pesticide companies.  Neither California EPA or US EPA does not require this statement on the label but registrants have often chosen to satisfy the California warning requirement, by voluntarily adding it to their labeling rather than by another method such as point-of-sale postings.  The Federal Insecticide, and Rodenticide Act (FIFRA) states under Section 24. (b) that States cannot impose any requirements for labeling or packing in addition to or different from those required under the Act.  EPA encourages supports efforts like Prop 65 that help the public responsibly rely on products while also protecting human health and the environment; however, ; however, EPA’s science does not always agree with Prop 65 warning statements (example: glyphosate is known to California to cause cancer). 	Comment by Koch, Erin: If this is guidance for the registrants, I don’t know that you need to explain that California is preempted from requiring labeling statements.	Comment by Koch, Erin: I don’t have a legal concern with this statement, but it will need to be cleared at the AA level.  I don’t know that EPA has every suggested support for Prop 65 and may not want to now.  





III. Revised Guidance

This guidance provides recommendations to pesticide companies registering products in the State of California who have ingredients that appear on the Prop 65 listing.     For companies who wish to voluntarily place California’s Proposition 65 (Prop 65) warning statements on pesticide labels, you must include the following disclaimer associated with the Prop 65 statement on the label:	Comment by Koch, Erin: Guidance cannot require use of this disclaimer.  To require it, you would need to do a rule.  If you want, you could to go into more background and say the EPA has changed its policy of just simply allowing the warning because of some reason such as it is potentially misleading in some cases and is now going to suggest that a registrant could make it not misleading by including the disclaimer.  But still that wouldn’t prevent a registrant from submitting the warning without a disclaimer as before and OPP would need to make a call on whether the disclaimer was needed on a case-by-case basis.

* This warning is being provided to satisfy California’s Proposition 65 requirements and has not been reviewed by the EPA.”Insofar as the State of California through Proposition 65 requires reasonable warning statements for products that are known to the State of California to cause cancer, or birth defects or other reproductive harm; these claims by California have not been reviewed by the Environmental Protection Agency.  Therefore, these statements are solely the views and opinion of the State of California. 	Comment by Koch, Erin: Overall, I think the draft disclaimer gives to much weight to the Prop 65 warning but practically reiterating it.  Why not follow the example that has been drafted for inerts disclosure and say something like:  “This warning is being provided to satisfy California’s Proposition 65 requirements and has not been reviewed by the EPA.”

 

  

  

 

 

 

 

 

 

 

 

 


